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AMENDMENT TO COMMITTEE PRINT 

OFFERED BY MR. STUPAK OF MICHIGAN

(PDUFAl004, June 20, 2007)

Page 3, after line 12, insert the following (and make 

such technical and conforming changes as may be nec-

essary):

‘‘(iv) Preparing and making publicly 1

available (including on the website of the 2

Food and Drug Administration) a sum-3

mary analysis of the adverse drug reaction 4

reports received for recently approved 5

drugs, including identification of any new 6

risks not previously identified, potential 7

new risks, or known risks reported in un-8

usual number not previously identified 9

within 18 months of the drug’s initial mar-10

keting or after exposure of 10,000 individ-11

uals to the drug, whichever is later. 12

‘‘(v) Conducting regular, bi-weekly 13

screening of the Adverse Event Reporting 14

System database and developing a report 15

every 15 days on any new safety concerns. 16
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‘‘(vi) Ensuring that the reports avail-1

able to the public under the Adverse Event 2

Reporting System are updated at least 3

every 6 months. 4

‘‘(vii) Reporting to the Congress on—5

‘‘(I) the recommendations re-6

ceived in consultations with, and re-7

ports from, the Office of Surveillance 8

and Epidemiology within the Food 9

and Drug Administration on 10

postmarket safety activities; 11

‘‘(II) a description of the actions 12

taken on those recommendations; and 13

‘‘(III) if no action is taken, or a 14

different action is taken relative to the 15

action recommended by the Office of 16

Surveillance and Epidemiology, an ex-17

planation of why no action or a dif-18

ferent action was taken. 19

‘‘(viii) On an annual basis, reviewing 20

the entire backlog of postmarket safety 21

commitments to determine which commit-22

ments require revision or should be elimi-23

nated, reporting to the Congress on these 24

determinations, and assigning start dates 25
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and estimated completion dates for such 1

commitments. 2

‘‘(ix) Developing postmarket safety 3

performance measures, including those list-4

ed in clauses (iv) through (viii), that are as 5

measurable and rigorous as the ones al-6

ready developed for premarket review.’’.7
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